vy, . i
O'v’ - @, |

DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

s, } 020
S ‘ | q A

[ . Food and Drug Administration
Minneapolis District

240 Hennepin Avenue
Minneapolis MN 55401-1999
Telephone: 612-334-4100

March 20, 2001

WARNING LETTER

CERTIFIED MAIL
RETURN RECEIPT REQUESTED Refer to MIN O1 - 38

Ann Renz

Interim President, Operations & Administration
Allina Medical Clinic Administration

8450 City Centre Drive

Woodbury, Minnesota 55125

Dear Ms. Renz:

On February 19, 2001, a representative of the State of Minnesota, acting on behalf
of the Food and Drug Administration (FDA), inspected your Champlin Medical
Center facility at 11269 J efferson Highway, Champlin, MN (FDA Certificate
#188284). This inspection revealed a serious regulatory problem involving the
mammography at your facility.

Under a United States Federal law, the Mammography Quality Standards Act of
1992 (MQSA), your facility must meet specific requirements for mammography.
These requirements help protect the health of women by assuring that a facility
can perform quality mammography. Based on the documentation your site
presented at the time of the inspection, non-compliances were documentéd at your

facility as follow:

Repeat Level 2 Non-compliance:

1. The written procedure for handling consumer complaints is inadequate in
‘that all mandated elements are not addressed.

Note: This was also cited during the February 2, 2000, inspection. The
topic was further addressed in a March 6, 2000, letter to your Lead
Interpreting Physician, ANULUL and Radiological T echnologist \
AN A copy of this letter was also faxed to /-'\/\/\'/\./W?an
‘March 17, 2000.
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Level 2 Non-cbmpliance:

2. Phantom QC records were missing for at least two weeks but less than four

weeks for mammography system /\/\./\/\/\/\/\/\/\/'\_/\/\/‘\f\/

Mammo Room; ACR designation = Unit 2).
Ran + T aval 2 N Aam_~nrmaenlimcan
REePpEat LEvel o Non-compiiance
3. The QA program is inadequate. For the Champlin Medical Center site the
missing or incomplete item(s) are listed below:

The specific problems noted above appeared on your MQSA Facility Inspection
Report which was issued to your facility following the close of the inspection.

Because these conditions may be symptomatic of serious underlying problems that
could compromise the quality of mammography at your facility, they represent a
serious violation of the law which may result in FDA taking regulatory action
without further notice to you. These actions include, but are not limited to, placing
your facility under a Directed Plan of Correction, charging your facility for the cost
of on-site monitoring, assessing civil money penalties up to $10,000 for each
failure to substantially comply with, or each day of failure to substantially comply
with, the Standards, suspensmn or revocation of your Iacmty 's FDA certificate, or
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ODtall'llﬂg a court ln_]uIlCUOH ageunsx further rnamrnograpny

TNA anlrvmmAavrladgag A racmnnnca by Marogaratr MiAlralanem AF 1 a Semn o ntad aidn T+ sxra o
L"1/n ac 10 VLCUECD a LCDJ_JUJ..le U_)’ J.VldlsclJ.CL WLIUKACIOUIL UL LLIICT lbIJCLLCLI. SILC 1L wWdaos
postmarked February 28, 2001. That response adequately addressed both the
Repeat Level 2 and Level 2 non-compliances

The response further addressed a Repeat Level 3 non-compliance involving the

vel 3 nor p
designation fpersonnel respon51b111t1es Please update this listing t
reference to the site’s “audit i interpreting physician.”

The intent of this letter is to formally advise senior management of the Repeat
Level 2 findings.

Please forward a copy of the revised list of personnel responsibilities within 15 days
to Radiological Health Specialist Thomas W. Garvin, Food and Drug
Administration, 2675 No. Mayfair Road, Suite 200, Milwaukee, WI 53226 05. A
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submission Dy fax, (4Lt4) 7/71- 7512, is also acceptame

i aller <crmt1y alamas 13 svem dawadbmmAd +thh at ¢l nvn Rea ;e DTN A catviscasan nmba saasbatming
ri ld..lly, y Ol11 10 1UCIOtallU Lllal LIICIC a1 T illall DiJmn lcqull 11l 1S pCiialllillyg
to mammography. This letter pertains only to findings of your inspection and does
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not necessarily address other obligations you have under the law. You may obtain
general information about all of FDA’s requlrements for rnamrnogr phy facilities by

3. m ~
Administration, P.O. Box 605
L /

len~t1gh tha
tuluusu. the Interne

If you have specific questions about mammography facility requirements or about
the content of this letter please feel free to phone Mr. Garvin at (414) 771-7167
ext. 12.
Sincerely,
=
ol (39
/‘rt/(_;u/./ '\/\,L\_ﬂ_..
Cheryl/A. Bigham_~
Acting Director
Minneapolis District
TWG/ccl

xc: AN NANY
Lead Interpreting Radiologist

Minnesota Department of-Health
1645 Energy Park Drive, Suite 300
St. Paul, MN 55108-2970 -

upervisor, Radiation Unit

Priscilla F. Butler

Director, Breast Imaging Accreditation Programs
American College of Radiology

1891 Preston White Drive

Reston, VA 20191



